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Sept. 30, 1969). Although several of the 
bnpromietfes and violations occurred 
within 1 year of the designation order, 
that order did not include a notice -Of 
apparnt liabilits for a monetary for- 
f eiture. 

3. We believe that the public interest 
would best be served in this proceeding 
by our amending the designation order 
reIeased September 30, 1969. to 5ncIude 
& notice of apparent liability. The effect 
of this amendment v&l be to afford the 
E&ring l3xambx and the Commipiun 
maximum flestbi?ity in deternnnbs 
the appropriate sanWon aPplic%bk to 
Mrs. lbfurphy if after the hearing any 
sen&ion is deemed to be warranted It 
appears that hfrs. Murphy may be sub- 
ject to a monetary forfeiture, toMing 
up to $10,000 for operatig her trans- 
mitter on an nuauth~ed site from 
July 31, to August 25, 1969. In Issue 3, 
Mrs. mr~hy is rrpecifi~ charged 
with this violation in contravention of 
section 319(a) of the Communications 
Act and 99 2.533(a) (1) and 1.671 of the 
Coxmn&iskhi5s ruks. We point out, in 
accord with WPRY Radio Broadcasters, 
Inc.. FCC 70-8SO. released June 24, 1970, 
where me indicated that Snclusion of a 
forfefture notice would henceforth be a 
routine or standard procedure in hear- 
ings involving revocation or denial of 
renewa for aUeged violations which also 
come witbin the purview of section 
603(b) of the Act, that in&sion of the 
notice of apparent UabiIity herein is not 
to be taken as in any may indicating 
what the initial or final dfsposftion of 
the case should be. That judgment is of 
course to be made on the paxtictiar 
facts of this case. 

4. Accor~nglv~ it is ordered, That the 
petition for addition of a “Forfeiture 
Issue** lt&!ci May 26. 1970, by Catbryn C. 
Murphy is granted to the extent iudi- 
caked herein: and the designation order 
<FCC 69-1025, released Sept. 30. 1970) 
is amended to hmhxde the folloming 
language which wili serve as a 
notice of apparent Uabiity for a mone- 
t.ary forfeiture: 

11 the ?Xearl~ Esaminer should determine, 
Ln llgbt of the evidence adduced pursuant 
to the fomzolna Issues. t&at the hearlm 
record does-not-wasrant denial of the $ 
news1 appIkat.lm, he shall make 5ndlngs of 
fact as to whether any mIUfu1 or repeal 
violstkons of the Communi~tions Aot or our 
rules, as specliled in the amended deslgna- 
tion order, has ommed witbln I year of 

, tha Issuance 01 tbe amendment to the desfg- 
natlonorderand,iiso,sW recommadto 
the Commlssfon whether 8 forfeiture should 
be issued a@nst the licensee in the amount 
of $10,000 or some lesser sum pursuant to 
seation 603(b) of the Communlcatlons Act. 

Adopted: July 81970. 
Released: July 13,197O:’ 

FEDERAL C!ordarmrc~~~o~s 
COlEBfISSION: 

iSEAL BEN P. WAPLE, 
Secretmy. 

[Pa. Dot. 70-9y77 mxw& ally ‘16, 1970; 
: 

i Commissfoner B&&y absent 

NOTICES 

DEPARTMENT OF HEALTH, 
EDU~AT~DN, AND WELFARE 

Food and Drug Administraiion 
[DESI OOW’TV] 

BACITRACIN WlfH OR WITHOUJ’ 
PENlClLLIN 

Drugs for Veterinary Use; Drug Efficacy 
Study Implementation 

The Food and Drug Achnbdstratmn 
has evahated reports received fram the 
National Academy of Sciences-National 
Research Council, Drug Efiicacy Study 
ffroup, on the follow!ng preparations: 

1. For&a&n-26; each pound contains 
feed grade bacftracin methYIene cusali- 
@ate equivdent ta 25.0 grams badtra- 
tin (master standard) : br 8.8. Per&k 
& Co., &diibioUc~ Peed Division, 100 
church Street, Nem York, N.Y. 10007. 

2. Eio-Best, B-IOOW; each ounce con- 
tams 6.25 grams of bacitracin activity: 
by Premier Malt Products, Ino., 1037 
gbs~YvIuKinIey Avenue, ASlv#aukee, Wk. 

8. Badferm PR-50; each pound con- 

3. ~adferm-10; each pound contains 
feed grade zinc bacitracin equivalent to 

tains feed grade xine bacitracin equiva- 

10.0 grams of bacitra&n tmaster stand- 
ard) ; by CommercM Solvents Corp., 

lent to 37.5 grams of bacftraoin (master 

1331 South Phxt Street, Terre Haute, 
Ind. 47802. 

standard) and 12.6 grams of penicillhr 

4. Baoiferm-25; each pound contains 
feed grade zinc baaitraom equivrtlent to 

G master standard &s procaine ~t?nWlin; 

25.0 grams of baeitracin (master stand- 
ard) ; by Commercial Solvents Corp. 

by Commercial Solvents Corp. 

I 5. Ba@?rm-SO; each pound contains 
feed grade x&c bacitracin equivalent to 
40.0 grams bacitracm (master stand- 
ard) : by Commemid Solvenfx Corp. 

6. Baciferm PR-10; each pound eon- 
tains feed grade zinc bacitracin equiva- 
lent to 7.5 grams of bacitracin (master 
standard) and 2.5 grams of penicillhr G 
master standard aa procaine penicflbn; 
by Commercia3 Solvents Corp. 

7. BacEerm PB-25; each pound con- 
tams feed grade sine bacitracin equiva- 
lent to 18.75 grams of bacitracm tmaster 
standard) and 6.25 grams of penMlb.n 
G master standard as procaine penicillin; 
by Commer&l Solvents Corp. 

9. Baciferm Soluble-50; each pound 
contains 50 grams of zinc bacitracin 
<master standard) ; by Commercial SOY- 
vents Corp. 

10. Barker’s Bartracm-50; each pound 
conta5ns feed grade baoitracin methylene 
disaIicyIats2 equivalent to 50 grams of 
baoitradn tmaster standard) ; by Barker, 
Moore 8 Mein Co., Inc., Post Offlee Box 
12, Lebanon, Pa. 17042. 

11. Bartraoin; each pound contahrs the 
equivalent of 10 grams of bacitracm ac- 
tivity tmaster standard) as baoitracin 
methglene disalicyilate; by Barker, 
Moore & lkfein Co., lilt. 

12. Kemitracin-10; eaoh pound con- 
ta. 10 grams of bacitracin (from bac- 
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itracin methylene diss&yIa.teI ; by 
whftllloyfs Laboratories, mc.. MYers- 
twm, P& 17067. 

13. Ke.mitradn-50: each pound con- i 
tafns 60 grams feed grade bacitxztcin 
{from badtraoin ‘methylene disalicy- 
late) ; bS Whikznoyer Laboratories, Inc. 

14. Aquatractn; each pound contains 
25 grams ‘of baoitxaoln <from bacitracin 
methylene disslloyla~) ; by Whitmoyer 
Laboratories, Xnc. 

15. Rio-Best 33-10; each pond con- 
tabs baeitra&n the equivalent of not 
less than.lO.0 &rams bacitracin @aster 
stsmiard)‘; by Premier Xalt Products, 
Inc. 

16. Rio-Best R-20; each pound con- 
tains btitraofn the equivalent of not 
less than 20.0 grams bacibdn Cmaster 
stancllu;d) ; by Premier i%aIt Products, 
Inc. 

II. Rio-Rest R-25; each pound con- 
tams bacitracin the equivalent of not 
less than 25.0 grams bacitrachr (master 
st;andard) ; by Premier Malt Product.% 
I?lC. 

28. Bio-Best R-40: each pound con- 
tafn.9 bacitzwin the eciuivtient of not 
k7.s than 40.0 grams of bacitmcin (mar+ 
t&ac&ndard ; by Premier Malt Products, 

Ii. Rio-Rest F&50; eaeh pound con- 
tains bacftradn the equivalent of not 
less than 50.0 grsms of bacitmcm (mas- 
ter standard) ; by Premier Malt Products, 
Inc. 

20. Rio-Best R-100; each pound con- 
tains not less than 100 grams of bacftra- 
dn (master standard) ; by Premier MaIt 
Praduots, Inc. 

21.3ecem-Pen-lo; each pound centsins 
7.5 grams baoitraom (from bacitraoln 
metihylene disaJicylate) and 2.5 grams 
penicipin (from procabre penicilbn~ ; by 
Wbitmoyer Laboratories, Inc. 

Thd Academy waluated these prod- 
ucts as probably offer&e for the growth 

2.Eachdis~Se Ol&nShOUldbePrOp- 

claims fn poultry an6probably not effec- 
tive for the growth claim in SmIne or for 

erls qualified as “apprOatiate for use in 

the therapeutic chdms. The Academy 
stated: - 

Cname of disease) caused by pathogens 

5 1. C.&bus made regarding “‘for preven- 
tion of” or “to prevent” should be re- 

sensitive to (name of drug).” If the 

plaoed with ‘*as an aid in the control of” 
ir “to aid 5n the control of.” 

disease cannot be so qualified the claim 
must be dropped. 

3. ‘she disease clafms for these prepa- 
ratfans must be restricted to diseases in- 
voIv&g the gastrob&&inal tract bcause 
of the chemfe@ and pharmacologic prop- 
erties of bacitracin. 

4. sOnIy by contr~lhug pathogenic 
mioroorga&ana may the use of this 
product aid in maiuteining egg produc- 
tion and hatchabih~. 

5. Cl* for growth promo%on or 
t%iuqdaUon are disallowed and olaims for 
faster gains and/or feed ef0ciency should 
be stated as “may result in faster gains 
andyor improved feed efticiency under 
amromfate condfUons~’ This is applt- 
cable to use in poultry. 
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6. The references rekrardinfr swine 
axvf& re.&W and mom infor- 

7. Eaoh actbe ‘hIgredi6nt in a irepa- 
ration ContYdnlng more than one drug 
must be effective, or contribute to the 
effectiveness of the preparation, to war- 
rant 8cGeptance as axI active hlgmdfient. 

8, The manufacturer’s label should 
warn that treated animals mnst cc- 
consume enough medicated water or 
medicated few3 to provide a therapeutic 
dose under the cotiditions that pi.evail. 
As a precautfon, the label should state 
the desired oral dose per uuit of snimal 
weight per day for each species as a 

. fuiui~rusxs;~e preparation 

0. For p&xltry, it fs recommended that 
a minimum of 26 grsms of bacitraoin per 
ton of complete feed fs necessary for 
tmm;p&9i$ rate of gsin and/or feed 

The I&d and Dng Administration 
concurs hi the Acadezuy’s evaluation; 
however. the Admiukkation concludes 
the appropriate claim for faster weight 
gafns and improved feed ef3ciency in 
Poultry should be “For hmreased rate of 
weight gain and imprpved feed ~$liciency 
zel.!;““” appropriate condrtions of 

This evabI&iin is concerned only with 
these drugs’ effeotiveness and safety to 
the animal to which abministered. It does 
not take into account the safety for food 
use of food derived from drug-treated 
anBaYs. Nothing herein wiil constitute a 
bar to further proceedings with respect 
to questions of safety of the drugs or 
their metabolites as residues in food 
Products derived from treated animals. 

This announcement ispl.iblished (3) to 
inform mannfacturers of the subject 
drugs of the findings of the Academy and 
the Food and Drug Administration and 
(2) to inform all interested persons that 
such arti&s to be marketed must be the 
subject of approved new animal drug ap- 

.Plicfdous cn@ otherwise comply with all 
other requirements of the Federal Fo$d, 
Drug, am Cosmetic Act. 

Manufacturers of the subject drugs 
are provided 6 months from the date of 
publication of this announcement in the 
Fsrm REGIISTER to submit adequate 
documentation in support of the label- 
wusea. 

Each holder of a new animal drug ap- 
plkation which became effective prior to 
October 10,1962, ls requested to submit 
u~datinginfonnationas neededto make 
the applrcrtt.ion current with regard to 
manufacture of the .chug, including in- 
formation on drug components and com- 
position, and also incIuding information 
regardingmanufaoturiug methods, facil- 
ities, and controls, in accordance with 
the requirements of section Sl2 of the 
act. 

Written comments regarding this an- 
nouyement, including requests for an 
informaI conference, may be addressed 
to the Bureau of Veterinary Medicine. 
Food and Drug Administratfon, 5600 
Fishers Lane. Rockville. Md. 20852- 

The msm&&urers Of the listed drugs 
have been mailed a COPY of the NAS- 
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NRC report. Any other h&em&d person 
~~ollacop~bywrltingtotheFood 

Admhdstrstinn. Press Rela- 
t&orbs Stag 200 C Street SW., Washing- 
ton, D.C. 20204. 

This notice is Issued puant; to pro- 
visions of the Federal Food, Drug, and 
Cosmetic A& <se@. 502, 512, 52 Stat. 
X050-51, 82 Stat. 343-51; 21 U.S.C. 362, 
36Ob) and under authority delegated to 
the&cg.m&%ioner of Food and Drugs (21 

* . 
Dated: Yuue 29,197o. 

R. E. DUGGAN, 
A&W Associate Commfssitrner 

for Compliunce. 

[DEsr 808Qvl 
CERTAIN DRUG PROtiUCTS 

. CONTAINING SULFAMETHAZINE 
Drugs forVeterinary+Use; Drug Efficacy 

Study Implementation 
The Food and Drug Adm&Ustration 

has evalnated a report received from the 
NationaI Academy of Sciences-National 
Research Councl3. Drug B3lcaiw Studg 
Group, on the following preparations b$ 
American Gvauamid Co., Agricultural 
Divisfon. Post Office Box 400, Princeton, 
NJ. 08S40: 

1. Sodium Sulfametbazine Solution, 
25 perce3lt; contain6 250 lYlmigrams of 
sodium sulfamathadne per milliliter or 
7.5 gram8 of sodium sulfamethazine per 
ounce. 

2. Sulmet Soluble Powder; contains 99 
pement of sodium sulfamethazine. 

3. Suhnet Oblets; each oblet contains 
2.5 grams or 5 grams of sulfomethazine. 

4. Sulfamethazine Oblets; each oblet 
contains 15 grams of sulfamethasine. 

5. Subnet D&l&g Water Solution 
12.5 percent; contains 125 mU@ams of 
sodium sulfamethasine per zniWiter or 
3.75 grams of sodium sulfamethssiue per 
ounce. 

The Academy evaluated these oral 
veterinary preparations as probably ef- 
fective for Me&ions diseases caused by 
organism5 sen6Stive f;o sulfarnethaatne. 
The AcGdemy stated: (1) Each disease 
cl&m should be properly qualified as 
“appropriate for use in (name,of disease) 
caused bs pathogens sen&ive to (name 
of drug) 1’; if the disease clahn cannot be 
so quallfled the claim must be dropped; 
(2) the claim for cocckiiosis should 
be quallfled by listing the species for each 
respeotive hosQ (3) clabps made regard- 
inrs “for prevention” or “to prevent” 
should be replaced with “as an aid in the 
control of” or “to aid f.n the control of”; 
(4) the labels should warn that treated 
auimds must actualIy consume enough 
medicated water or medicated feed to 
Provide a therapeutic dose under the 
conditions that prevail; as a precaution 
that labels should state the desired oral ~~ _-.~- 
dose per unit of auimal nreight per 
day for each species as a guide te ef- 
fective Use of the preparations in driuk- 
iw water or feed; (51 there is need for 

documentation of blood and &sue con- 
centratioti df the drug when used at the 
recommended dosage levels in order to 
estabksh ef&acy of the baoterial d&ease 
claims: and MI etidence should be fur- 
nished to demonstra~ t&at the oblets 
disintegrate In the~gastro,tntestinaltract 
of the medi&ed specks to produce the 
desired therapeutic effect. 

The Food and Dnrtr Administration 
concurs with the A&demY’s findings. 

This evaluation is concerned only with 
these drags? effectivene%z and safety to 
the animal to which administered. Xt does 
not take into account the safety for food 
use of food derived from drug-treated 
animals. NcWng herein will constitute 
a bar to further proceedings with respeCt 
to que.&fons of safety of the drugs or 
their metabolites as residues in food 
products derived from treated animals. 

This announcement is published (11 to 
Worm the holders of new animal drug 
applications of the findings of the Acad- 
emy and the Food and Drug Adminfs- 
t&ion and (2) to inform all Interested 
persons that such articles may be mar- 
keted provided they are the subject of 
approved new anhnal drug aPPlii!ations 
and other&e coxnpl~ with all other re- 
qtirements of the Federal Food, Drug, 
and Cosmetic Act. 

Eolders of new animal drug applica- 
tions are provided 6 months from the 
date Of publication hereof in the l?EDEwL 
~cxs.!mx to sub?& adequate documen- 
tatlon in sunnort of the labelina used. 

Each hoidir of a new aubual &us ap- 
plication which became effective Prior 
to October 10,1962. is requested to sub- 
mit updating information a8 needed to 
make the apdication current with re- 
gard to man~acture of the drug, in- 
cluding information on drug components 
and compdsition, and also including in- 
formation regarding manufacturing 
methods, facilities, and controls, in ao- 
cordance with the requirements of seo- 
tion 512 of the act. 

Written comments regarding this 
announcement, including requests for an 
snformal conference. may be addressed 
to the Bureau of Veterinary Medicmet 
Food and Drug Administration, 6600 
FishersLane, Rockville. Md. 20852. 

The holder of the new animal drug 
applicatidn for the listed drugs has been 
mailed a copy of the NAS-NRC report. 
Any other interested person may obtain 
a COPY by writing to the Feed and Drug 
Administration, Press Relations Staff, 
200 C Street SW., Washington, D.Ci . 
20204. - . 

This notice is issued pursuant to pro- 
visions of the Federal Food. Drug. and 
Cosmetic Act (sees. 502, 512, 62.Stat. 
105051, 82 stat. 34351; 21 U.S.C. 362, 
36Ob) and under authority delegated to 
ih&x?&o$nn&ssioner of Food and Drugs (21 

. 
Dated: July 6,X970. 

SNL~D.FINE, 
Acting Associate Commfssioner 

for CompIfa9we. 
P.R. INC. 70-S13& Filed, July 16, 1070; 

8:46 a.m.] 

. 
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